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REMARKS 

Entry of the foregoing und favorable r^considerJtbn «f u- 
pursuant to and consistent with 37 C F R So^, 7 i ^ ^ appiication. 
Which follow, are respectfully reZ^tr * T' --'^ 

^^^"^^^^-^-..sedsoasto^eplacellnl^^^^^^ 

Claims 82 to 84 have been added The new 1 

^ ^'^""^ ^''^ ^^LJlly supported bv an 
enabling disclosure. ^ f^ponea by an 

By the present amendnent new Claims 82 tni^k u 
support for this amendment . ppear. a^^^ciSf Tt ''''' 
currently of record. An.n.. J 1. " ' ^ ^'"'t 70. 

submit that no new matter has been added via 



currently of record. Applicant^ 
this amendment 

Claims 56^67 have bee[i 
anticipated by Menozzi et al. 
95(0):193, sbstract B-15&). For 
respectfully traversed. 



it should be clear to be 
element of the claim in the same 
265 F3d 1349, 1351, 60 USPQ2c 
(2002). 



The Menozzf et al Abstract 
disclose the 30 to 50 amino acids 
thereof or part of the last 50 amino 
obtained by addition, substitution ( 
Menozzj et al disclose the antigen 
4057D2 and 3921 E4. 



Menozzi et al fail to describo 
obtainable by expression in a host 
composition that has the antigen o 
antibody nor a kit. 



•^cted under 35 U.p.a ^ 102 (b) as being 
iAt^rsot. Of the Gen^r Meeting of t,e ASM 
the following reasons, jhovyevbr. this rejection Is 



an|c,patory a reference must disclose each and every 
order as ananged in the cjlaim. See. Brov^n v. 3M 
1375 (Fed. Cir. 2001) ce)f deni^, 122 S. Ct 1436 



cited by the Examiner in this Ejection does not 
Of a C-terminal portion bf^ECi Ip No. 19, a variant 
acids of SEQ ID No. 1 9,iwKerein said variant is 
r deletion of one or more] amino lacids. Nor does 
of SEQ ID No.1. northb rtionpclbnal antibodies 



a recombinant peptide sUuende which is 
ceil ofSEQ ID No. 19. an! immunogenic . 
claim 56. a reactant for <^etecting an anti^HBHA 
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disclose 



Rather Menozzi et al 
derived from BCG that 5s a hepa 
purified using heparin-Sepharos^^ 
preparations and culture 
protein ware described such as 
inhibited by sulfated polysi 
no structural characterization of 



saccharides 



Menozzi et a! fail to 
coding for HBHA and what 



disclose any procedure concer^iinglth^ cloning of the gene 
microjorganisms can be used ti es^are'ss it. 



It appears that the Examlrjer 
well within th© skill of the person 
methods known in the art. 
unpredictability in this art and th 
this protein, without further 
from, the skilled artisan would 
expectation of success from the 
kDAHBHA protein. 



However 



guidance 



For example, v^at cloning 
among those skilled in the art at 
What microorganisms could be 
experimental conditions would al 
were not available from the di 

The Examiner also relies 



that the amino acid sequences 



and the monoclonal antibodies 
et al. However, Applicants subnjit 
inherency recognition of the clairlned 
available from the disclosure of 
COm 948 F2d 1264, 1268, 20 
stated: 



to the skilled artisan that there is a 28 kD protein 
•in-binding. Hemagglutlnin^rdteih (hereinafter HBHA) 
chromatography from whole cell extracts, cell wall 
supemilrtants. Some fingerprint c^har^cteristics of this 

that this protein agglutinalied erythrocytes and was 

, but not by non-sulfajted sugars. There is simply 
his protein, but only ftjncjional characterizations. 



is mamtainirig that ohpe a protein is purified it is 
in the art to clone and seijuence tlie protein using 

Applicants submit iti^t dm to the 
hundreds of choices ayajllabia to clone and express 
as to which of the hupdredsjof paths to choose 
erjcounter undue experirr^rjitatibn ivithout any 
mere teachings of Menoz^^j et al lot how to purify a 28 



vector would be apprdprtateifrorn those known 
:hs time of the filing of thl;^ appHbation in 1996? 
Ljsed to express the HBH/il proteiji? Under what 



of theexperinrients be icdnduot^d? These facts 
sclt>sure of Menozzi et al. M 

on the inherency dodtrjne and seenns to conclude 
as presently clainned. |he recombinant proteins 

: , i . I 

are inherent in the te^iclhings bf Menozzi 
that to maintain a novejty rejecition based on 
subject matter by thej skilled iartisan must be . 
reference. Thus, In dpnti Can Co. v. Monsanto 
1746, 1749 (Fed; Qir. 1991) the court clearly 



tne 



USPQ2d 
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Under the doctrine ^ 
in a prior art reference 
subsequent claim 
thing described in 
by persons of ord 



of inherency, ff an element is not expressly disclosed 
nee the reference wiil istjll be deemed to antiSbate a 
rf the y^tssing efementi "is necessarily preseS h^^^^ 

linary oklir (emphasis added) ™cognized 



thit 



However, Applicants submit 
particular amino acid sequences 
particular chemical structure 
present in a test tube.Moreover, 
the HBHA., which is the region 
of this particular binding site 
©t al nor was a procedure to i 



the person skilled in tKe art could not envision the 
as presently claimed.; since th^se sequences are a 
: of itself cannot be predicted by a purified protein 
the sequence that is claimed; is the C^erminal part of 
ijivofved in the heparin birjding site. The identification 
" the 28 kpA protein wks riot disclosed in Menozzi 
iderrtffy such srte, i 



that 



Thus, the disclosure, in 
sufficient guidance on how to 
that this reference merely 
which starting point is not enougti 



obtain 



disclo $e 



l^enozzi at al does not provide Wfthin Its four comers 
■ the presently d&krie^ Inyention, Applicants ur^e 
5 a starting point for fui^nBiundue experimentation, 
to anticipate the presently clairhed Invention. 



descrJl Of K T^^"°^ ^ - in that there is no 

descnptton of any probe, that c.n be used to don. the ge.Le boding for HBHA of 

!lZrr.:T" ^ -loropr.anis.s inlwhichlthe protein can b. 

ly rio guidance in Mendzsji et ial 6f how to Identffy the 
""^ *hls binding Js located on the HBHA 

sequence. The additional experiments set for^ at lead onlpa^s 20 to 23 of the 
present .pec^,cation. required idditional ingenu«y that >^as:not apparent the 
pnor art teaching of MenozzletJi. ! ■ ram me 



Submitted herewith is a 
Menozzi. This Declaration empj, 
would be impossible for the sKllli 
site within the HBHA pnatein. 
the specification and that the 
protein were not disclosed in 



Declaration executed byj one cjf the inventors, Dr. 
asizes that from the teaihinb bf Abstract B-159. it 
- artisan to map or even (ocajlze the heparin binding 
itlonal experimentation )|vas: needed as set forth in 
antibodies us^d jto characterize the 28 kDA 
B-1 59. Hence, the fpot that the 28 kDA pratein 



Ed 



Acd 



monoclonal 



Abstract 
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was called an HB HA protein, 
tuberoutosls and it was surface 
from the 85 complex were 
without knowledge of the 



associated 
characteristics 



moriocl4)nal 



Henoe Ncan only b. ocnolLdeO .ha. Abst^c. B-1 69 jvad noj enabling. 



In conclusion, Applicants 
cannot In any respect be novelt^^ 
invention. 



submrt that the prior artj of^MenozzI et al simply 
' destroying for any of the Maims of the p^sent 



Therefore, in view of the 
requested. 



From the foregoing, favoratl 
respectfully requested and such 



MJW:tat 

11 00 North Glebe Road. 8th Floor 
Arlington, VA 22201-4714 
Telephone: (703) 816-4000 
Facsimile: (703)816-4100 



the 



fact that it was pirespnt in Mycobacterium 
--d and the fact th^ this p^tein was different 
that could not bej done by the skilled artisan 
antibody that was tjs4d in Abstract B-1 59. 



above, withdrawal of liii^ rejecii 



ion is respectfully 



le action in the form of |a J^qtiie of Allowance 
a(j!tion is earnestly soilcitedj 

Respectfully subniillted- 
NIXON & VANDER^YE P.C. 



is 



M^r>'U. Wilson 
Reg. Ko.|32,955 



PAGE 11/15 » RCVD AT 4/14/2004 6:13:29 PM [Eastern Daylight Time] « SVR:USPT0-EFXRF-1/2 * DNIS:8729306 * CSID:703 816 4100 ' DUIWTION (nim^s):05-26 



